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3ftr mR 4IU *<"4PIT Tt"4IH^ 

5 3?$T?T, 1999 

W. '3H'. fP. 243(31).—3ft^^3Pn^11TRTft#PR, 1945 ^TTI ^BfcTTP fmf W fHHftrlPsm Wf, 

W^yiHy] SffaPm, 1940 (1940 ^JT 23)^ 

ptct 12 srfa m 33 sra to v i fap t f ptt 'srPt ■srptt t, ftp pnjsrf % ^rt w arPftflP unI «-iPki4i ^ 

% %R ' 9 ' 4 >rf 9 m faRt TOTT t, fror% 31111 , sr»#pi PtP ^ ITHPETT t sfrt F1% 1£=HT ^ t '^T 3TmT Pmt TI 

3H flittisi it, fsRPRt311 <|'jih^i ^rfWipPi M\km ^ «ircfl $, wRi^i ^ioi <sM?i<s*f =fRi■Jiidl % ^fanfluf^prsrpfti 

^ -HHlfa R1 PtRIT ' 3 1 IU,mi I 

f^ff STT^tl RT H, 34^K1 3Plf<1 Rp UHlPfl ^ RWf 3*RT PmT RTT ^ TITO #t, 

Ht'+K '5111 fai-eiK PfiRT '*im,' r TT, 33T$pT'RT ^1®! nf^ B l, 'tqiW sftl hR^k PiC^f 0 ! pRlfal HRP, PiWrft-IIOOII 3Tt 

■^Tt UPRt % I 

yiNM f^RPT 

1. ( 1) FT Pmf "SN ■pftpp PTR sMV 31k Tram HPTlft (ihpiPpT) Pm, 1999 11 
(2 ) ^ WtW P* 3TPR ■94il'!JH Rp RlPlS ^ RfTT #11 

2. sfrcfP .3% FHT'iRT mPt Pm, 1945 Pf,— 

T 3 ' 

(i) 3TCT8pi, 3Tpm%Pf ‘' XXIII—fafebWI 9>V 7K»’, 3T8jff 3?fo % WFT11 TOT-TOT % 3TPt t 
41 0210— fPfatu i aik ifrp fct, 04-#^i*tim, i04- i #R3ffT^qpTr"?i®; 1 ai^afrc^PefiTOt^rnut: 

(ii) wts’^'sPiwi 12Pf “080 —ftp” ?rgp, srwf a?R3wf %i«ihri w-^T «mtt 
“0210— r^Rhcfl l atk E3Rgq, 04-#^WF=4, 104-T#fT3ik^PpTT” 7W, 315R 3% 3PF F3t 
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(*0 

sfFT ♦iW'fi 27 ■Sflfa 37T# TTStfiPt % h^ki^ Pi^RrlRao 3RT:T®lTf*FT Rti^i WCRTT, 3T*rf?(:— 

'sWftr^M •$£ 3# tfbn 3 ?It wf 

"28 3Tftfm % 3T«M 4 3fk 3tT$t 3T*ffa ZRTTj f¥mf % 3Wt 

sni ^ (srgiifatf) 

Mw t ## 37 ^ Mw-u mWh ft Pint >4 atgsnfm % spfrr 

(n) fim 27 % 3 ^ 9*1 (i) 3 ^3 % *tft 1 #f—wvft#i ^ myth ‘‘tro‘'3ri^'’3ik u w^Tfr^i''tfif 
3*TT 3tl% ^ff^PT Mft(Vd4f ^>T ^flT 4111^111 


(N) afa 3^3 treftKT 

UftfiwT ^nT^PffwfaRsTCl 3RT:WTPm ft>HT ^thT% 3Wf^ :— 


1 

2 

3 



50 f#o#o 



15 fto#o 

eifaMIHU'H 


15 
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yiC'fl *R, ■H<i s KI tlftl*! 

W? HlUlufl ;—■g^T'PppT^o^lof^o fTOTT F 28-10/45-H(l )'fifTT^F 21-12-1945 5RT H^lfs/ltl I^PtT 17 x 3 ; *) 3?lT 33# SfftiH *fTT 
28-10-98 W^ofoo RTtStT 647(3T) #i WT 3^1*13 ftvtT W «P I 1-5-1997 TP3 W ITiTtftFT afrw TJ>$ 3raTN3 
R?T3lft ft*R, 1945, FiCT ^ TfofTC RWT (PtR«l fttVFT) % afa*T l^f TTOm WTlft 3Tfaf*m, 1940 

(#T°3t°3ffoTTgoTJ^o-61 ) qiel M=M?11 #" 3T3lf^fe $ 1 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 5th April, 1999 

G.S.R. 243 (E). —The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, which 
the Central Government proposes to make, after consultation with the Drug Technical Advisory Board, in exercise of the 
powers conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by 
the provisions of the said sections, for the information of persons likely to be affected thereby and notice is hereby given that 
the said draft rules will be taken into consideration after the expiry of a period of forty-five days from the date on which the 
copies of the Official Gazette in which this notification is published, are made available to the public; 

Any objections or suggestions which may be received from any person with respect to the said rules before the expiry 
of the period so specified will be taken into consideration by the Central Government, which may be addressed to tire Secretary, 
Ministry of Health and Family Welfare, Nirman Bhawan, New Delhi-110011. 

DRAFT RULES 

1. (1) These rules may be called the Drugs andGosmetics (Amendment) Rules, 1999. 

(2) They shall come into force on the date of their final publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945,— 
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(£i) in Schedule A, 

(i) in Form 8, for the words, letters and figures 4 XX1I1—Medical Miscellaneous fee’ occurring in last para, the 
words, letters and figures “0210—Medical and Public Health, 04—Public Health, 104—Fees and Fines” shall 
be substituted; 

(ii) in Form 8A and Form 12 for the words, letters and figures “080-—Medical Miscellaneous fee”, wherever they 
occur, the words, letters and figures “0210—Medical and Public Health, 04—Public Health, 104—Fees and 
Fines” shall be substituted; 

(b) In the Schedule K, 

after serial number 27 and the entries relating thereto, the following shall be inserted, namely ;— 

Class of drugs Extent and conditions of exemptions 


#, 28. White or Yellow Petroleum Jelly I,P. (Non-perftimed) The provisions of Chapter IV of the Act and the rules made 

thereunder which require them to be covered by a sale licence 
subject to the condition that such a product lias been manufac¬ 
tured under a valid drug manufacturing licence.” 


(c) in rule 27, in sub-rule (1), in item (3), in Part 1 - Coal Tar colours, in the Table, the colours 44 Green S’\ * Amaranth” 
and “Fast Red E” and the entries relating thereto shall be omitted, 

(d) in Schedule P-1, under the heading “Pack sizes of Drugs”, after the item ‘Vitamin A Oral Drops' and the entries 
relating thereto, the following shall be inserted, namely :— 

1 2 3 

50 ml. 

15 ml. 

15 ml.” 


[No. X-11014/3/98-DMS & PFA] 
RENU SAHNIDHAR, Jt. Secy. 

Foot Note :Principai Rules were published vide No. F. 28-10/45-H(l) dated 21-12-1945 and last amended vide No. GSR 
647(E) Dated 28-10-1998. The Drugs and Cosmetics Rules, 1945 has amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and Family Welfare (Department of Health) containing the Drugs and Cos¬ 
metics Act, 1940 (PDGHS-61), 


“Co-trimoxazole Suspension 

Haloperidol Oral Solution 

Loxapine Oral Liquid Concentrate 
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